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(57) Abstract 

The present invention provides a method of forming a medical device and medical devices which can be formed in accordance with 
ihc method- In one embodiment, the method includes the steps of: a) providing a mcul fabric formed of a plurality of strands formed of 
a mciai which ciin be heat treated to substantially set a desired shape; b) dcfomiing the metal fabric to generally conform to a surface of 
3 molding clement; c) heat treating the metal fabric in contact with the surface of the molding clement to substantially set the shape of 
the fabnc in its deformed state; and d) removing the metal fabric from contact with the molding clement. The resulting metal fabric will 
define a medical device which can be collapsed for passage through a catheter or the like for deployment in a channel of a patient's body. 
Medical devices msdc in accordance with this method can have vars ing structures. In one embodiment, the medical device (250) !s earned 
bv a guidewirc (260) and has a metal fabric (270) extending between first and second ends (272, 274). one end .(274) of the device (250) 
b^ing adapted to slide along the guidewirc (260). The metal fabric (270) has a collapsed configuration in which the ends (272. 274) of the 
metal fabric (270) arc spaced from one another along the guidcwire (260) and a preset expanded configuration m which the ends (272. 274) 
of Che metal fabric (270) are positioned closer to one another. The metal fabric (270) will cause the device (250) to clastically substantially 
resume its preset expanded configuration when released from confinement within a channel in a patient's body. 
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METHOD OF FORMIN r. TVTFnirAT. DEVICES; 
tNTRAVASCULAR OCCLUSION D EVICES 

PTFT n OP THE IhA/ENTlON 
The prcscni invention generally relates to intravascular devices for treating 
5 certain medical conditions and, more particularly, provides a method of forming 

intravascular devices and certain novel intravascular occlusion devices. The devices 
made in accordance with the invention are particularly well suited for delivery through 
a catheter or the like to a remote location in a patient's vascular system or in 
analogous vessels within a patient's body. 
10 BACKGROUNrD OF THE I>A^ENTION 

A wide variety of intravascular devices are used in various medical procedures- 
Certain intravascular devices, such as catheters and guidewires, are generally used 
simply to deliver fluids or other medical devices to specific locations within a patient's 
body, such as a selective site within the vascular system. Other, frequently more 
15 complex, devices arc used in treating specific conditions, such as devices used in 
removing vascular occlusions or for treating septal defects and the like. 

In certain circumstances, it may be necessary to occlude a patient's vessel, such 
as lo Slop blood flow through an aner>' to a tumor or other lesion. Presently, this is 
commonly accomplished simply by inserting, e.g. Ivalon particles, a trade name for 
20 vascular occlusion particles, and short sections of coil springs into a vessel at a desired 
location. These "embolization agents" will eventually become lodged in the vessel, 
frequently floating downstream of the site at which they are released before blocking 
the vessel. In part due to the inability to precisely position the embolizatic(n agents, 
this procedure is often limited in its utility. 
25 Detachable balloon catheters axe also used to block patients' vessels. When 

using such a catheter, an expandable balloon is carried on a distal end of a catheter. 
When the catheter is guided to the desired location, the balloon is filled with a fluid 
until it substantially fills the vessel and becomes lodged therein. Resins which will 
harden inside the balloon, such as an acrylonitrile, can be employed to permanently fix 
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.h. si.e ,nd Shape o, tnc balloon. The balloon can U,e„ he de«bed uo„, u» c„. o, 

the catheter and letr in place. 

Such balloon embolizations are also prone to cenain safety probiems, though. 
For example, if the balloon is not filled enough, it will not be f.rmly foced the 
vessel and may drift downstream within the vessel to another location, much l^ke the 
loose embolization agents noted above. In order to avoid this problem, physiaans may 
ovemii the baDoons; it is not uncommon for balloons to n.pture and release the resm 

into the patient's bloodstream. 

In still other procedures, it may not be necessary to permanently occlude a 
vessel, but it may be necessary to provide a Hlter or the like to prevent thrombi from 
passing a particular location. For example, rotating burrs are used ir, removing 
atheroma from the lumen of patients' blood vessels. These burrs can effectively 
dislodge the atheroma, but the dislodged material will simply float downstream with 
the now of blood through the vessel unless steps are taken to capture the matenal. 

Some researchers have proposed various traps or fUters for capmring the 
paniculate matter released or created in such procedures. However, such filters 
generaUy have not proven to be exceptionally effective in actual use. Such filters tend 
to be cumbersome to use and accurate deployment is problematic because if they are 
not properlv seated in the vessel they can drift to a more distal site where they are 
liicelv to do more harm than good. In addition, these filters are generally capable of 
only trapping relatively large thrombi and are not effective means for removing smaller 
embolic particles from the blood stream. 

The problems with temporair filters, which axe intended to be used only during 
a particular procedure then retracted with the thrombi trapped therein, are more 
25 pronounced. Even if the trap does effectively capture the dislodged material. U has 
proven to be relatively difficult or complex to retract the trap back into the catheter 
through which it was deUvered without simply dumping the trapped thrombi back mto 
the blood stream, defeating the purpose of the temporary filter device. For this 
reason, most atherectomy devices and the like tend to aspirate the pat.enfs blood 
30 during the procedure to remove the dislodged material entrained therein. 

■ Mechanical embolization devices, filters and traps have been proposed m the 
past Even if some of those devices have proven cffect.ve. they tend to be rather 
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expensive and time-consuming to manufacrurc. For example, some imravascular blood 
filters suggested by others are formed of a plurality of specially-shaped legs which are 
adapted to fiiJ the vessel and dig into the vessel walls. Jn making most such filters, 
the legs must be individually formed and then painstakingly attached lo one another, 
5 frequently entirely by hand, to assemble the final filter. Not only does this take 

significant skilled manpower, and hence increase the costs of such devices, the fact 
that each item must be made by hand tends to make quality control more difficult. 
This same difficulty and expense of manufacturing is not limited to such filters, but is 
experienced in many other imravascular devices as well. 
10 Accordingly, it would be desirable to provide a method for forrning devices for 

deployment in a vessel in a patient's vessel which is both economical and yields 
consistent, reproducible results. It would also be advantageous to provide a reliable 
embolization device which is both easy to deploy and can be accurately placed in a 
vessel. Furthermore, there is a need in the art for a trap or fdler which can be 
15 deployed within a vessel for capturing thrombi, which trap can be reliably deployed; if 
the trap is to be used only temporarily, it should be readily withdrawn from the patient 
without simply dumping the trapped thrombi back into the blood stream. 

SUMM.^RY OF THE INVENTION 
The present invention provides a method for forming intravascular devices from 
20 a resilient metal fabric and medical devices which can be formed in accordance with 
this method. In the method of the invention, a metal fabric formed of a plurality of 
resilient strands is provided, with the wires being formed of a resilient material which 
can be heat treated to substantially set a desired shape. This fabric is then deformed to 
generally conform to a molding surface of a molding element and the fabric is heat 
25 treated in contact with the surface of the molding element at an elevated temperature. 

The time and temperature of the heat treatment is selected to substantially set the fabric 
in its deformed suie. After the heal treatment, the fabric is removed from contact 
with the molding element and will substantially retain its shape in the deformed state. 
The fabric so treated defmes an expanded state of a medical device which can be 
30 deployed through a catheter into a channel in a patient's body. 

In accordance with the method of the invention, a distal end of a catheter can 
be positioned in a channel in a patient's body to position the distal end of the catheter 
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adjacent a ueatn.cn site for treating a physiological condition. A med.cal device made 
in accordance with the process outlined above can be coUapsed and msened into the 
lumen of the catheter. The device is urged through the catheter and out the distal end, 
.vhcreupon it will tend to return to its expanded state adjacent the treatment sue. 
5 ' Further embodiments of the present invention also provide specific medical 

devices which may be made in accordance with the present invention. Such devices of 
the invention are formed of a metal fabric and have an expanded configuration and a 
coDap..ed configuration. The devices are collapsed for deployment through a catheter 
and. upon exiting the distal end of the catheter in a patient's channel, will resiliently 
10 substanually return to their expanded configuration. In accordance with a first of these 
embodiments, a generally elongate medical device has a generally tubular middle 
portion and a pair of expanded diameter portions, with one expanded diameter portion 
positioned at either end of the middle portion. In another embodiment, the medical 
device is generaUy bell-shaped, having an elongate body having a tapered fu-st end and 
15 a larger second end. the second end presenting a fabric disc which wiU be oriented 
generally perpendicular to an axis of a channel when deployed therein. 

nRTTF DESjPgTPTION Q F mAWINGS 
Figures 1 A and IB each depict a metal fabric suitable for use with the 



20 



invention: 



Figures 2 A and 2B are a side view and a perspective view, respectively, of a 
molding element and a length of a metal fabric suitable for use in forming a medical 
device in accordance with the invention, the mold being in a disassembled stale; 

Figure 3A is a perspective view showing the molding element and metal fabric 
of Figure 2 in a partially assembled sute; 
25 Figure 3B is a close-up view of the highlighted area of Figure 3A lowing the 

compres.sion of the meul fabric in the molding element; 

Figure 4 is a cross-sectional view showing the molding element and metal 
fabric of Figure 2 in an assembled state; 

Fieures 5 A and 5B are a side view and an end view, respectively, of a medical 
30 device in accordance with the invention; 
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Figures oA-oC are a side view, an eiuJ view and a perspective view, 
respectively, ol a medical device in accordance with another embodiment ot the 
invention; 

Figure 7 is a side, cross sectional view of a molding element suitable lor 
5 forming the medical device shown in Figures 6A-6C; 

Figure is a schematic illustration showing the device of Figures bA-6C 
deployed in a channel of a patient's vascular system to occlude a Patent Ductus 
Arteriosus; 

Figures 9 A and 9B are a side view and an end view, respectively, of a medical 
10 device in accordance with yet another embodiment of the invention; 

Figure 1 OA is a side view of one molding element suitable for forming the 
invention of Figures 9 A and 9B; 

Figure 1 OB is a cross-sectionaJ view of another molding element suitable for 

forming the invention of Figures 9A and 9B; 
15 Figure IOC is a cross-sectional view of still another molding element suitable 

for forming the invention of Figures 9A and 9B; 

Figure 1 1 A is a schematic side vie^v of yet another medical device made in 

accordance with the invention showing the device in a collapsed Slate for deployment 

in a patient's vascular system; 
20 Figure 1 IB is a schematic side view of the medical device of Figure J 1 A in an 

expanded state for deployment in a patient's vascular system; 

Figure 12A is a schematic side view of an alternative embodiment of the 

invention of Figure 11 A showing the device in a collapsed state within a catheter for 

deployment; 

25 Figure 12B is a schematic side view of the device of Figure 12A showing the 

device deployed distally of the catheter; 

Figure 13 is a schematic perspective view showing a medical device in 

accordance with yet a further embodiment of the invention collapsed within a catheter 

for deployment in a channel in a patient's body; 
30 Figure 14 is a schematic side view of the device of Figure 13 in a partially 

deployed state; and 
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Figure 15 .s a schematic side view ol the device oi Figure 13 m a tully 
deployed state. 

DFTATLED nF5:rRTPnO N OF THE PR FFF . RRED EMBODIMENTS 
The present invention provides a reproducible, relatively inexpensive method of 
5 forming devices for use in channels in patients' bodies, such as vascular channels, 
urinary tracts, biliary ducts and the like, as well as devices which rnay be made via 
that method. In forming a medical device via the method of the hivention. a metal 
fabric 10 is provided. The fabric is formed of a plurality of wire strands having a 
predetermined relative orientation between the strands. Figures lA and IB illustrate 
10 two examples of metal fabrics which are .suiuible for use in the method of the 
invention. 

In the fabric of Figure lA, the metal strands defmc two sets of essentially 
parallel generally helical strands, with the strands of one set having a "hand", i.e. a 
direction of rotation, opposite that of the other set. This defines a generally tubular 
15 fabric, known in the fabric industry as a nibular braid. Such tubular braids are weU 
known in the fabric aits and fir,d some appUcations in the medical device field as 
tubularfabrics, such as in reinforcing the wall of a guiding catheter. As such braids 
are weU known, they need not be discussed at length here. 

The pitch of the wire strands (i.e. the angle defined between the turns of the 
20 wire and the axis of the braid) and the pick of the fabric (i.e. the number of turns per 
unit length) may be adjusted as desiied for a particular application. For example, if 
the medical dev.cc to be formed is to be used to occlude the channel in which it is 
placed, the piich and pick of the fabric will tend to be higher than if the device is 
simply unendc;d to fdter bodily fluid passing therethrough. ' 
25 For example, in using a tubular braid such as that shown in Figure lA to form 

a device such as that illustrated in Figures 5A and 5B, a tubular braid of about 4 mm 
in diameter with a pitch of about 50" and a pick of about 74 (per linear inch) would 
seem suitable for a devices used in occluding channeKs on the order of about 2 mm to 
about 4 mm in inner diameter, as detailed below in connection with the embodiment of 
30 Figures 5 A and 5B. 
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are Lncorporaicd hcrcLn by reference, discuss ihe Uiic oJ shape memory NiTi alloys m 
guidewires. Such NiTi alloys are preferred, at least in pan, because they are 
commercially available and more is known about handling such alloys than other 
known shape memory alloys. NiTi alloys are also very elastic - they are said to be 
5 "superelastic" or "pseudoelasiic". This elasticity will help a device of the invention 
return to a present expanded configuration for deployment. 

The wire strands can comprise a standard monofilament of the selected 
material, i.e. a standard wire stock may be used. If so desired, though, the individual 
wire strands may be formed from "cables" made up of a plurality of individual wires. 
10 For example, cables formed of metal wires where several wires are helicaUy wrapped 
about a central wire are commerciaJly available and NiTi cables having an outer 
diameter of 0.003 inches or less can be purchased. One advantage of certain cables is 
that they tend to be "softer" than monofilament wires having the same diameter and 
formed of the same material. Additionally, if the device being formed from the wire 
15 strands is to be used to. occlude a vessel, the use of a cable can increase the effective 
surface area of the wire strand, which will tend to promote thrombosis. 

In preparation of forming a medical device in keeping with the invention, an 
appropriately sized piece of the metal fabric is cut from the larger piece of fabric 
which is formed, for example, by braiding wire strands to form a long tubular braid. 
20 The dimensions of the piece of fabric to be cut will depend, in large part, upon the 
size and shape of the medical device to be formed therefrom. 

When cutting the fabric to the desired dimen.<;ions. care should be taken to 
ensure that the fabric will not unravel. In the case of tubular braids formed of NiTi 
alloys, for example, the individual wire strands will tend to return to their heat- set 
25 configuration unless constrained. If the braid is heal treated to set the strahds in the 
braided configuration, they will tend to remain in the braided form and only the ends 
will become frayed. However, ii may be more economical to simply form the braid 
without heat treating the braid since the fabric wiU be heat treated again in forming the 
medical device, as noted below. 
30 In such untreated NiTi fabrics, the strands will tend to return to their unbraidcd 

configuration and the braid can unravel fairly quickly unless the ends of the length of 
braid cut to form the device arc constrained relative to one another. One method 
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which has proven lo be useful to prevent the braid trom unraveling is lo clainp ihc 
braid at two locations and cut the braid to leave a length of the braid having clamps 
(15 in Figure 2} at cither end, thereby effectively defining an empty space within a 
sealed length of fabric. These clamps 15 wiU hold the ends of the cut braid together 
5 and prevent the braid from unraveling. 

Aitemaiively, one can solder, braze, weld or otherwise aftix the ends of the 
desired length together (e.g. with a biocompatible cementitious organic material) 
before cutting the braid. Although soldering and brazing of NiTi alloys has proven to 
be fairly difficult, the ends can be welded together, such as by spot welding with a 
10 laser welder. 

The same problems present themselves when a flat sheet of fabric such as the 
woven fabric shown in Figure IB is used. With such a fabric, the fabric can be 
invened upon itself to form a recess or depression and the fabric can be clamped about 
this recess to form an empty pocket (not shown) before the fabric is cut. If it is 
15 desired to keep the fabric in a generally flat configuration, it may be necessary to weld 
the junctions of the strands together adjacent the periphery of the desired piece of 
fabric before that piece is cut from the larger sheet. So connecting the ends of the 
strands together will prevent fabrics formed of untreated shape memory alloys and the 
like from unraveling during the forming process. 
20 Once an appropriately sized piece of the metal fabric is obtained, the fabric is 

deformed to generally conform to a surface of a molding element. As will be 
appreciated more fully from the discussion below in connection with Figures 2-16, so 
deforming the fabric will reorient the relative positions of the strands of the metal 
fabric from their initial order to a second, reoriented configuration. The shape. of the 
25 molding element should be selected to deform the fabric into substantially the shape of 
the desired medical device. 

The molding element can be a single piece, or it can be formed of a series of 
mold pieces which together define the surface to which the fabric will generally 
conform. The molding element can be positioned within a space enclosed by the fabric 
30 or can be external of such a space, or can even be both inside and outside such a 
space. 
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In order to iJlustraie one example of how such a mold mSy be coniigurcd and 
how it may be used in accordance with the method of ihe mventiun, reference wilJ be 
had 10 Figures 2-5. In Figures 2-4, the molding element 20 is formed of a number of 
separate pieces which can be attached to one another lo complete the molding elemerit 
5 20. In using such a multi-piece molding element, the moid can be assembled about the 
cut length of fabric 10, thereby deforming the fabric to generally conform to the 
desired surface (or surfaces) of the molding element. 

In the molding element illustrated in Figures 2-4, the metal fabric 10 is 
deformed to generally conform to a surface of the molding element 20, the molding 

10 element comprising a center section 30 and a pair of end plates 40.- Turning first to 
the center section 30, the center section is desirably formed of opposed halves 32, 32 
which can be moved away from one another in order to introduce the metal fabric 10 
into the mold. Although these two halves 32, 32 are shown in the drawings as being 
completely separated from one another, ii is to be understood that these halves could 

15 be interconnected, such as by means of a hinge or the like, if so desired. The opposed 
halves of ihe molding element 20 shown in the drawings of Figures 2 and 3 each 
include a pair of semi-circular recesses opposed on either side of a ridge defining a 
generally semi-circular opening. When the two halves are assembled in forming the 
device, as bcsi seen in Figure 3, the semi-circular openings in the opposed halves 32, 

20 32 mate to dcfmc a generally circular forming port 36 passing through the center 

section 30, Similarly, the semi-circular recesses in the two halves together form a pair 
of generally circular central recesses 34, with one such recess being disposed on either 
face of the center section. 

Tlie overall shape and dimensions of the center section can be varied as desired; 

25 it is generally the size of the central recesses 34 and the forming port 36 wKich will 

define the size and shape of the middle of the fmished device, as explained below. If 
so desired, each half 32 may be provided with a manually graspable projection 38. In 
the embudimeni shown in the drawings, this projection 38 is provided at a location 
disposed away from the abutting faces of the respective halves. Such a manually 

30 graspable projection 38 will simply enable an operator to more easily join the two 
halves to defme the recesses 34 and forming port 36. 
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The center section is adapted to cooperatively engage a pair of end plates 40 tor 
fomiing the desired device. In the embodiment shown in Figures 2 and 3» the center 
section 30 has a pair of flat outer faces 39 which are each adapted to be engaged by an 
inner face 42 of one of the two end plates 40. Each end plate includes a compression 
5 disk 44 which extends generally laterally inwardly from the inner face 42 of the end 

plate. Tliis compression disk 44 should be sized to permit it to be received within one 
of the central recesses 34 on either face of the center section 30. For reasons 
explained more fully below, each compression disk 44 includes a cavity 46 for 
receiving an end of the length of the metal fabric 10. 
10 One or more channels 48 for receiving bolts and the like may also be provided 

through each of the end plates and through the center section 30. By passing bolts 
through these channels 48, one can assemble the molding element 20 and retain the 
metal fabric in the desired shape during the heat treatment process, as outlined below. 
In utilizing the molding element 20 shown in Figures 2-4, a length of the metal 
15 fabric 10 can be positioned between the opposed halves 32 of the center section 30. In 
the drawings of the molding element 20 of Figures 2-4, the metal fabric 10 is a tubular 
braid such as that illustrated in Figure 1 A. A sufficient length of the tubular braid 
should be provided to permit the fabric lo conform to the molding surface, as 
explained below. Also, as noted above, care should be taken to secure the ends of the 
20 wire strands defining the tubular braid in order to prevent the metal fabric from 
unraveling. 

A central portion of the length of the metal braid may be positioned within one 
of the two halves of the forming port 36 and the opposed halves 32 of the center 
section may be joined to abut one another to restrain a central portion of the metal 

25 braid within the central forming port 36 through the center section. ^ 

The tubular braid will tend to have a natural, relaxed diameter which is 
dcrfinod, in large part, when the tubular braid is formed. Unless the tubular braid is 
otherwise deformed, when the wire strands are in their relaxed state they will tend to 
define a generally hollow rube having the predetermined diameter. The outer diameter 

30 of the relaxed braid may be, for example, about 4 mm. The relative size of the 
forming port 36 in the central section 30 of the molding element and the natural. 
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relaxed outer diameter of the tubular braid may be varictl as desired to achieve ihc 
desired shape of the medicaJ device being formed. 

In ihc embodiment shown in Figures 2 and 3, the inner diameter of ihe forming 
port 36 is optimally slightly less than the natural, relaxed outer diameter of the tubular 
5 braid 10. Hence, when the two halves 32, 32 are assembled to fonn the center section 
30, the tubular braid 10 will be slightly compressed within the forming port 36. This 
will help ensure that the rubular braid conforms to the inner surface of the forming 
port 36, which defines a portion of the molding surface of the molding element 20. 

If so desired, a generaUy cylindrical internal molding section (not shown) may 
10 also be provided. This internal molding section has a slightly smaller diameter than 
the inner diameter of the fonming port 36. In use. the internal molding section is 
placed within the length of the metal fabric, such as by manually moving the wire 
strands of the fabric apart to form an opening through which the internal molding 
section can be passed. This internal molding section should be positioned within the 
15 tubular braid at a location where it will be disposed within the forming port 36 of the 
center section when the molding element is assembled. There should be a sufficient 
space between the outer surface of the interior moldirig section and the inner surface of 
the forming port 36 to permit the wire strands of the fabric 10 to be received 
therebetween - 

20 By using such an internal molding section, the dimensions of the central portion 

of the fmished medical device can be fairly accurately controlled. Such an internal 
molding section may be necessary in circumstances where the natural, relaxed outer 
diameter of the tubular braid 10 is less than the inner diameter of the forming port 36 
to ensure that the braid conforms to the inner surface of that forming port. However, 

25 it is not believed that such an internal molding section would be necessary' if the 

natural, relaxed outer diameter of the braid were larger than the inner diameter of the 
forming pon 36. 

As noted above, the ends of the tubular braid should be secured in order to 
prevent the braid from unraveling. Each end of the metal fabric 10 is desirably 
30 received within a cavity 46 formed in one of the two end plates 40. If a clamp (15 in 
Figure 2) is used, the clamp may he sized to be relatively snugly received within one 
of these cavities 46 in order to effectively attach the end of the fabric to the end plate 
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40. The end plaies can then be urged loward the center section 3U and toward one 
another until the compression disk 44 of each end plate is received within a central 
recess 34 of the center section 30. The molding element may then be clamped in 
position by passing bolts or the like through the channels 48 in the molding element 
5 and locking the various components of the molding element together by tightening a 
nut down onto such a bolt (not shown). 

As best seen in Figure 3A, when an end plate is urged toward the center section 
30, this win compress the tubular braid 10 generally along its axis. When the tubular 
braid is in its relaxed configuration, as illustrated in Fig\ire lA, the wire strands 
10 forming the tubular braid will have a first, predetennined relative orientation with 
respect to one another. As the tubular braid is compressed along its axis, the fabric 
will lend to flare out away from the axis, as illustrated in Figure 4. When the fabric is 
so deformed, the relative orientation of the wire strands of the metal fabric will 
change. When the molding element is finally assembled, the metal fabric will 
15 generally conform to the molding surface of this element. 

In the molding element 20 shown in Figures 2-4, the molding surface is defined 
by the inner surface of the forming port, the inner surfaces of the central recess 34 and 
the faces of the compression disks 44 which are received within the recesses 34. If an 
intemaJ molding section is used, the cylindrical outer surface of that section may also 
20 be considered a part of the molding surface of the molding element 20. Accordingly, 
when the molding element 20 is completely assembled the metal fabric will lend to 
assume a somewhat "dumbbell "-shaped configuration, with a relatively narrow center 
section disposed between a pair of bulbous, perhaps even disk-shaj>ed end sections, as 
best seen in Figure 4. 

25 It should be understood that the specific shape of the particular molcling element 

20 shown in Figures 2-4 is intended to produce one useful medical device in 
accordance with the present method, but that other molding elements having different 
configurations could also be used. If a more complex shape is desired, the molding 
element may have more parrs, but if a simpler shape is being formed the molding 

30 element may have even fewer pans. The number of parts in a given molding element 
and the shapes of those parts will be dictated almost entirely by the shape of the 
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desired medical device as ihe molding element must define a molding surface to which 
the metal fabric will generally conform. 

Accordingly, the specific molding element 20 shown in Figures 2-4 is simpjy 
intended as one specific example of a suitable molding element for forming one 
5 panicular useful medical device. Additional molding elements having different designs 
for producing different medical devices are explained below in connection with, e.g.. 
Figures 8 and 10. Depending on the desired shape of the medical device being 
formed, the shape and configuration of other specific molding elements can be readily 
designed by those of ordinary skill in the art. 

Jt) Once ihc molding element 20 is assembled with the metal fabric generally 

conforming to a molding surface of that element, the fabric can be subjected to a heat 
treatment while it remains in conuct with that molding surface. This heat treatment 
will depend in large part upon the material of which the wire strands of the metal 
fabric are formed, but the time and temperature of the heat treatment should be 

15 selected to substantially set the fabric in its deformed state, i.e., wherein the wire 

strands arc in their reoriented relative configuration and the fabric generally conforms 
to the molding surface. 

The time and temperature of the heat treatment can vary greatly depending 
upon the materia! used in forming the wire strands. As noted above, one prefcrre<3 

20 class of materials for forming the wire stands are shape memory alloys., with nitinol, a 
nickel titanium alloy, being particularly preferred. If nitinol is used in making the 
wire strands of the fabric, the wire strands will lend to be very elastic when the metal 
is in its austenitic phase; this very elastic phase is frequently referred to as a 
"superelasiic" or "pseudoelastic" phase. By heating the nitinol above a cenain phase 

25 transition temperature, the crystal .structure of the nitinol metal when in its ''austenitic 
phase can be set. This will tend to "set" the shape of the fabric and the relative 
configuration of the wire strands in the positions in which they are held during the heat 
treatment. 

Suitable heat treatments of niiinol wire to set a desired shape are well known in 
30 the an. Spirally wound nitinol coiJs, for example, are used in a number of medical 
applicaiions, such as in forming the coils commonly carried around distal lengths of 
guidewires. A wide body of knowledge exists for forming nitinol in such medical 
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devices, so there is no need to go into great dctaU here on the parameters of a heal 
treatment for the niiinol fabric preferred for use In the present invention. 

Briefly, though, it has been found that holding a nitinol fabric at about 500**C 
to about 5.50°C for a period of about 1 to about 30 minutes, depending on the softness 
5 or harness of the device to be made, wiU tend to set the fabric in its deformed state, 
i.e. wherein it conforms to the molding surface of the molding element. Al lower 
temperatures the heat treatment time will tend to be greater (e.g. about one hour at 
about B-^O^C) and at higher temperatures the time will tend to be shorter (e.g. about 30 
seconds at about 900 **C). These parameters can be varied as necessary to 
10 accommodate variations in the exact composition of the nitinol, prior heat treatment of 
the nitinol, the desired properties of the nitinol in the finished article, and other factors 
which will be well known to those skilled in this field. 

Instead of relying on convection heating or the like, it is also known in the an 
to apply an electrical current to the nitinol to heat it. In the present invention, this can 
15 be accomplished by, for example, hooking electrodes to the clamps 15 carried at either 
end of the metal fabric illustrated in Figure 2, The wire can then be heated by 
resistance heating of the wires in order to achieve the desired heat treatment, which 
will tend to eliminate the need to heal the entire molding element to the desired heat 
treating lemperanire in order to hear the metal fabric lo the desired temperature. 
20 After the heal treatment, the fabric is removed from contact with the molding 

element and will substantially retain its shape in a deformed state. When the molding 
element 20 illustrated in Figures 2-4 is used, the bolts (not shown) may be removed 
and the various parts of the molding element may be disassembled in essentially the 
reverse of the process of assembling the molding element. If an internal molding 
25 section is used, this molding section can be removed in much the same fasliion that it 
is placed within the generally tubular metal fabric in assembling the molding element 
20, as detailed above. Figures 5 A and 5B uJustrate one embodiment of a medical 

device 60 which may be made using the molding element 20 of Figures 2-4. As 
discussed below, the device of Figure 5 is particularly well suited for use in occluding 
30 a channel within a patient's body and these designs have particular advantages in use 
as vascular occlusion devices. 
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The vascular occlusion device 60 of Figure 5A inciudes a generally tubular 
middle portion 62 and a pair of expanded diameter ponions 64. One expanded 
diameter portion is disposed at either end of the generally tubular middle portion 62. 
In the embodiment shown in Figures 5A and 5B. the expanded diameter ponions 64 
5 include a ridge 66 positioned about midway along their lengths. 

The relative sizes of the txibular middle section and the expanded diameter 
ponions can be varied as desired. In .this particular embodiment, the medical device is 
intended to be used as a vascular occlusion device to substantially stop the flow of 
blood through a patient's blood vessel. When the device 60 is deployed within a 
10 patient's blood vessel, as detailed below, it wiU be positioned within the vessel such 

that its axis generally coincides with the axis of the vessel. The dumbbell-shape of the 
present device is intended to limit the ability of the vascular occlusion device 60 to 
turn ai an angle with respect to the axis of the blood vessel to ensure that it remains in 
substantially the same position in which the operator deploys it within the vessel. 

Although the illustrated embodiments of this invention only have two expanded 
diameter ponions, it should be understood that the device could have more than two 
such expanded diameter ponions. For example, if the device has three expanded 
diameter portions, each expanded diameter portion is separated from at least one other 
expanded diameter portion by a tubular portion having a smaller diameter. If so 
20 desired, the diameters of each of the expanded diameter portion.s can be the same, bu: 
they need not be the same. 

In order to relatively strongly engage the lumen of the blood vessel, the 
maximum diameter of the expanded diameter portions 64 (which occurs along the 
middle ridge 66 in this embodiment) should be selected so that it is at least as great as 
25 the diameter of the lumen of the vessel in which it is to be deployed, and is'' optimally 
slightly greater than that diameter. When it is deployed within the patient's vessel, the 
vascular occlusion device 60 will engage the lumen at two spaced-apart locations. The 
device 60 is desirably longer along its axis than the dimension of its greatest diameter. 
This will substantially prevent the vascular occlusion device 60 from turning within the 
30 lumen at an angle to its axis, essentially preventing the device from becoming 
dislodged and rumbling along the vessel with blood flowing through the vessel. 
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The relative sizes of the generally tubular middle ponion 62 and expanded 
diameter portion 64 of the vascular occlusion device 60 can be varied as desired for 
any pajticular application. For example, the outer diameter of the middle poruon 62 
may range between about one quarter and about one third of the maximum diameter of 
5 the expanded diameter portions 64 and the length of the middle portion 62 may 

comprise about 20% to about 50% of the overall length of the device. Although these 
dimensions are suiuble if the device 60 is to be used solely for occluding a vascular 
vessel, it is to be understood that these dimensions may be varied if the device is to be 
used in other appUcaUons, such as where the device is intended to be used simply as a 
10 vascular filter rather than to substantially occlude the entire vessel or where the device 
is deployed in a different channel in a patient's body. 

The aspect ratio (i.e.. the ratio of the length of the device over its maximum 
diameter or width) of the device 60 illustrated in Figures 5A and 5B is desirably at 
least about 1.0. with a range of about 1.0 to about 3.0 being preferred and an aspect 
15 ratio of about 2.0 being particularly preferred. Having a greater aspect ration wUl 
tend to prevent the device frotn rotating generally perpendicularly to its axis, which 
may be referred to as an end over end roll. So long as the outer diameter of the 
expanded diameter portions 64 of the device is large enough to seat the device fairly 
securely against the lumen of the channel in which the device is deployed, the inability 
20 of the device to turn end over end will help keep the device deployed precisely where 
it is positioned within the patient's vascular system or in any other channel in the 
patient's body. Alternatively, having expanded diameter poitions which have natural, 
relaxed diameters substantially larger than the lumen of the vessels in which the device 
is deployed should also suffice to wedge the device into place in the vessel without 
25 undue concern being placed on the aspect ratio of the device. 

The pick and pitch of the metal fabric 10 used in foiming the device 60, as well 
as some other factors such as the number of wires employed in a tubular braid, are 
imporuni in determining a number of the properties of the device. For example, the 
greater the pick and pitch of the fabric, and hence the greater the density of the wire 
30 strands in the fabric, the stiffer the device will be. Having a greater wire density will 
also provide the device with a greater wire surface area, which will gener^Uy enhance 
the tendency of the device to occlude a blood vessel in which it is deployed. This 
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ihTonibogcniciiy can be either enhanced, e.g. by a coating of a thrombolytic agent or 
by attaching silk or wool fabric to the device, or abated, e.g. by a coating of a 
lubricious, anii-thrombogenic compound. A variety of materials and techniques for 
enhancing or reducing thrombogeniciiy are well known in tlie art and need not be 
5 detailed here. 

When the device is deployed in a patient *s vessel, thrombi will tend to coUect 
on the surface of the wires. By having a greater wire density, the total surface area of 
the wires will be increased, increasing the thrombolytic activity of the device and 
permitting it to relatively rapidly occlude the vessel in which it is deployed. It is 
10 believed that forming the occlusion device 60 from a 4 mm diameter tubular braid 
having a pick of at least about 40 and a pitch of at least about 30° will provide 
sufficient surface area to substantially completely occlude a blood vessel of 2 mm to 
about 4 mm in inner diameter in a suitable period of time, if it is desired to increase 
the rate at which the device 60 occludes the vessel in which it is deployed, any of a 
15 wide variety of known thrombolytic agents can be applied to the device. 

Figures 6A-6C illustrate an alternative embodiment of a medical device in 
accordance with the present invention. This device 80 has a generally bell-shaped 
body 82 and an outwardly extending forward end 84. One application for which this 
device is particularly well suited is occluding defeci.s known in the art as patent ductus 
20 arteriosus (PDA). PDA is essentially a condition wherein two blood vessels, most 
commonly the aorta and pulmonary artery adjacent the heart, have a shunt between 
their lumens. Blood can flow directly between these two blood vessels through the 
shunt, compromising the normal flow of blood through the patient*s vessels. 

As explained more fully below in connection with Figure 8, the bell-shaped 
25 body 82 is adapted to be deployed within the shunt between the vessels » while the 

forward end 84 is adapted to be positioned within one of the two vessels to help seat 
the body in the shunt. The sizes of the body 82 and the end 84 can be varied as 
desired for differently sized shunts. For example, the body may have a diameter along 
its generaUy cylindrical middle 86 of about 10 mm and a length along its axis of about 
30 25 mm. In such a device, the base 88 of the body may flare generally radially 

outward until it reaches an outer diameter equal to that of the forward end 84, which 
may be on the order of about 20 mm in diameter. 
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The base 8B desirably Hares out relatively rapidly to define a shoulder upcring 
radially outwardly from the middle 86 of the body. When the device is deployed in a 
vessel, this shoulder will abut the lumen of one of the vessels being treated. Tlie 
forward end 84 is retained within the vessel and urges the base 88 of the body open to 
5 ensure that the shoulder engages the wall of the vessel to prevent the device 80 from 
becoming dislodged from within the shunt. 

As detailed above, in making a device of the invention it is desirable to attach 
the ends of the wire strands forming the metal fabric 10 to one another to prevent the 
fabric from unraveling. In the illustrations of Figures 6A-6C, a clamp 15 is used to tie 
10 together the ends of the wire strands adjacent the front end 84 of the device. It is to 

be understood that this clamp 15 is simply a schematic illustration, though, and that the 
ends could be attached in other ways, such as by welding, soldering, brazing, use of a 
biocompatible cementitious material or in arfy other suitable fashion. 

The rearward ends of the wire strands are shown as being attached to one 
15 another by an alternative clamping means 90. This clamp 90 serves the same purpose 
as the schematically illustrated clamp 15. namely to interconnect the ends of the wires. 
However the clamp 90 also serves to connect the device 80 to a delivery system (not 
shown). In the embodiment shown, the clamp 90 is generally cylindrical in shape and 
has a recess for receiving the ends of the wires to substantially prevent the wires from 
20 moving relative to one another, and a threaded outer surface. The threaded outer 

surface is adapted to be received within a cylindrical recess (not shown) on a distal end 
of a delivery device and to engage the threaded inner surface of the delivery device's 
recess. 

The delivery device (not shown) can take any suitable shape, but desirably 
25 comprises an elongate, flexible metal shaft having such a recess at its distal end. The 
delivery device can be used to urge the PDA occlusion device 80 through the lumen of 
a catheter for deployment in a channel of the patient's body, as outlined below. When 
the device is deployed out the distal end of the catheter, the device wDl still be retained 
by the delivery device. Once the proper position of the device 80 in the shunl is 
30 confumed, the shaft of the delivery device can be rotated about its axis to unscrew the 
clamp 90 from the recess in the delivery means. 
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By keeping the PDA device 80 attached to the delivery ^means, the operator 
could still retract the device for repositioning if it is determined that the device is not 
properly positioned in the first attempt. This threaded attachment will also allow the 
operator lo contro! the manner in which the device 80 is deployed out of the distal end 

5 of the catheter. As explained below, when the device exiis the catheter it will lend to 
resiliently return to a preferred expanded shape which is set when the fabric is heat 
treated. When the device springs back into this shape, ii may tend to act against the 
distal end of the catheter, effectively urging itself forward beyond the end of the 
catheter. This spring action could conceivably result in improper positioning of the 

10 device if the location of the device within a channel is crilicsd, such as where it is 
being positioned in shunt between two vessels. Since the threaded clamp 90 can 
enable the operator to maintain a hold on the device during deployment, the spring 
action of the device can be controlled and the operator can control the deployment to 
ensure proper positioning. 

15 A PDA occlusion device 80 of this embodiment of the invention can 

advantageously be made in accordance with the method outlined above, namely 
deforming a metal fabric to generally conform to a molding surface of a molding 
clement and heat treating the fabric to substantially set the fabric in its deformed state. 
Figure 7 shows a molding element 100 which may be suitable for forming a PDA 

20 occlusion device 80 such as that shown in Figures 6A-6C. 

The molding element 100 generally comprises a body ponion 110 and an end 
plate 120: The body ponion 110 is adapted to receive and form the body 82 of the 
device 80 while the end plate is adapted to compress against the metal fabric to form 
the forward end 84. The body portion 110 includes an elongate, generally tubular 

25 central segment 112 which is sized to receive the elongate body 82 of the device. The 
central segment 112 of the molding element 100 optimally has an internal diameter 
slightly less than the natural, relaxed outer diameter of the tubular braid of which the 
device is formed. Thi.^ compression of the braid will help yield devices with 
reproducibly sized bodies 82. The forward end of the body portion 110 includes a 

30 back plate 114 which has a generally annular sidewal! 116 depending downwardly 
therefrom. The sidewall defmes a recess 118 which is generally circular in shape. 
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The end plate 120 of the molding element 100 has a generally disc-shaped face 
122, which desirably has a clannp port 124 approximately centered therein for 
receiving a clamp 15 attached to the metal fabric, as noted above. The end plate also 
has an annular sidewall 126 which extends generally upwardly from the face 122 to 
5 define a generally cylindrical recess 128 in the end plate 120. The sidewall 116 of the 
body portion 110 is sized to be received within the recess 128 of the end plale. 

In usc^ the metal fabric is placed in the molding element and the body portion 
1 10 and the end plate 120 are brought toward one another. The inner face of the back 
plate 1 14 will engage the fabric and tend to urge it under compression generally 
10 radially outwardly. The fabric will then be enclosed generally within the recess 118 of 
the body portion and wiU generally conform to the inner surface of that recess. If one 
prevents the entire clamp 15 from passing through the clamp port 124, the fabric will 
be spaced slightly away from the inner surface of the face 122, yielding a slight dome 
shape in the forward end 84 of the device, as illustrated in Figures 6. Although the 
15 illustrated' embodiment includes such a dome-shaped forward end, it is to be 

understood that the forward end may be substantially flat (except for the clamp 15), 
which can be accomplished by allowing the clamp to be received entirely within the 
clamp port 124 in the end plate. 

Once the fabric is compressed in the molding element 100 so that it generally 
20 conforms to the molding surface of the molding element, the fabric can be subjected to 
a heat treatment such as is outlined above. When the molding element is opened again 
by moving the body portion 1 10 and the end plale 120 away from one another again, 
the fabric will generaDy retain its deformed, compressed configuration. The device 
can then be collapsed, such as by urging the clamps 15, 90 generally axially away 
25 from one another, which will tend to collapse the device toward its axis. The 

collapsed device 80 can then be passed through a catheter for deployment in a channel 
in a patient's vascular system. 

Figure 8 schematically illustrates how a medical device 80 generally as outlined 
above can be used to occlude a patent ductus arteriosus. In this case, there is a shunt, 
30 referred to as a PDA above, which extends between a patient's aorta A and the 
pulmonary artery P. The device 80 can be passed through the PDA, such as by 
keeping the device collapsed within a catheter (not shown), and the forward end 84 of 
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the device can be allowed to elastically expand to stibstantially recover hs thennally 
set, "remembered" shape from the heat treatment process, such as by urging the device 
distaily lo extend beyond the distal end of the catheter. This forward end 84 should be 
larger than the lumen of the shunt of the PDA. 

5 The device can then be retracted so that the forward end 84 engages the wall of 

the puliDonajy artery P, If one continues to retract the catheter, the engagement of the 
device with the wall of the pulmonary artery will tend to naturally pull the body 
ponion 82 of the device from the catheter, which will permit the body portion to 
return to its expanded configuration. The body portion should be sized so that it will 

10 friciionally engage the lumen of the PDA's shunt. The device 80 will then be held in 
place by the combination of the friction between the body portion and the lumen of the 
shunt and the engagement between the wall of the pulmonary artery and the forward 
end 84 of the device. Over a relatively short period of time, thrombi will form in and 
on the device 80 and the thrombi will occlude the PDA. If so desired, the device may 

15 be coated with a suitable thrombolytic agent to speed up the occlusion of the PDA. 

Figures 9 A and 9B are a side view and an end view, respectively, of yet 
another embodiment of the present invention. This device 180 can be u5ed for a 
variety of applications in a patient's blood vessels. For example, if a fabric having a 
relatively high pick (i.e. where the wire density is fairly great) is used in making the 

20 device, ihc device can be used to occlude blood vessels. In other applications, it may 
serve as a filter within a channel of a patient's body, either in a blood vessel or in 
another channel, such as in a urinary tract or biliary duct. In order to further enhance 
or reduce the device's tendency to occlude the vessel, depending on the application of 
the device a suitable known thrombogenic or antithrombogenic coating may be applied 

25 to the device. / 

This fUter 180 has a generally conical configuration, tapering generally radially 
outwardly from its rearward end 182 to its forward end 184. A length of the device 
adjacent its forward end is adapted to engage the walls of a lumen of a chaiuieL The 
maximum diameter of the filter device 180 is therefore at least as large as the inner 

30 diameter of the channel in which it is to be positioned so that at least the forward end 
will engage the wall of the vessel to substantially lock the device in place. 
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Having a series of unsecured ends 185 of the wire strands adjacent the forward 
end of the device will assist in seating the device in the channel because the ends of 
the wires will tend to dig into the vessel wail slightly as the forward end of the device 
urges itself toward its fully expanded configuration within the vessel. The combination 
5 of the friction between the outwardly urging forward end of the device and the 

tendency of the wire ends to dig into the vessel walls will help ensure that the device 
remains in place where it is deployed rather than floating freely within a vessel to 
reach an undesired location. 

The method in which the device 1 80 of the invention is deployed may vary 
10 depending on the nature of the physiological condition to be treated. For example, in 
treating an arterio-venous fistula, the device may be carefully positioned, as described 
above, to occlude the flow of blood at a fairly specific location. In treating other 
conditions (e.g. an aiterio-venous malformation), however, if may be desired to simply 
release a number of these devices upstream of the malformation in a vessel having a 
15 larger lumen and simply allow the devices to drift from the treatment site to lodge in 
smaller vessels downstream. 

The decision as to whether the device 180 should be precisely positioned at an 
exact location within the channel in a patient's body or whether it is more desirable to 
allow the device(s) to float to their final lodging site will depend on the size of the 
20 channels involved and the specific condition to be treated. This decision should be left 
to the individual operator to be made on a case-by-case basis as his or her experience 
dictates; there is no one right or wrong way to deploy the device 180 without regard to 
the conditions at hand. 

In the embodiment shown in Figures 9 A and 9B, the wall of the device extends 
25 generally linearly from a position adjacent the clamp 90 and the other end of the 

device, approximating a conical shape. Due to the presence of the clamp 90, though, 
the end of the device immediately adjacent the clamp may deviate slightly from the 
cone shape, as indicated in the drawings. Alternatively, the wall may be curved so 
that the diameter of the device changes more rapidly adjacent the rearward end than it 
30 does adjacent its forward end, having an appearance more like a rotation of a parabola 
about its major axis than a true cone. Either of these embodiments should suffice in 
occluding a vessel with the device 180, such as to occlude a vessel. 
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of the wire strands at the rearward end 1 fi? of ,k ^ • 

with rf.soeci to one anmher c i, . end ] 82 of the device are secured 

. ^ - . ~r.rrr r.:r- r. - - 
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w.,h .he ™o,d,„g eiemen,, even if .he ends of .he wires are reteased any 
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20 Of P ' ""^"'^ "-"'^ - ■»= «^<er 180 

of P„„,es and 93. ,n Hgure ,0A. ,he n,o,di„, e,e„„en. 200 is a single piece 

sun.U^ e™b„d.„,e„, (no. shown), .he n^iding eien-en. 200 may he generally ovoid 
shaped no. unlike an American football or a nrrtv ball In .h, . v ' ' 
inFiEurein4,k .. u "W"'- 'h" embodiment illusua.ed 

25 eiel col - """'"^ " ' ^ 

emen, compnses .wo corneal «g.e„,s 202 which abut one another at .hei.ha.es 

.e.„.g a larger diameter a. .he middle 204 of the element which can .per .Uivliy 
untfonniy toward u» ends 206 of .he element 200. 

When the a tubutar btaid is used in fonning this device, ,he mbuiar ™e«l fabric 
m y he app ed ,„ .he molding element by placing the molding e,en,e„. wi.h.n ,he 

u„, g ,he bt^d to ,he desired lengU,. ,„ order ,o bener facilitate ,„e atuchmen, of 
C^ps 90 ,„ .he ends of the „bn,ar braid, .he ends 206 of .he molding eieml. 
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surfac of >h= moldmg cie„,e„, 200, i.e. ,hc ™oldi„, elc^em's „oWtog surface 0,. 
na.^. dia^ce. of u« .^d should be less .ha. .he ™axtou™ dia^e.^ of .he 

el=n«„,, wh.ch occurs a. i,s middle 204. TOs wUl place .he me,ai fabric in ,e„sio„ 
abou. ,he .iddle of ele,„e« aud, in combination wi.h ,he ctops a, ,he ends of ,he 
b^d. cause the bntid ,„ genemlly confonn to the moidinj surface. 

Figure lOB Ulustrates an alter^aUve molding eletnent 210 for foming a device 
substantially as shown in Figures 9A and 9B. Whe„=as the molding element 200 is 
.ntended to be received within a recess in the metal fabric, sttch as within the lumen of 
a length of tubular bt^d. the molding element 210 has an in.en,al cavit, 212 adapted 
.0 receive the fabric. In this embodiment, the molding element may comprise a pair of 
moldtng sections 214, 216 and these mold sections may be substantially idemical in 
shape. Each of the molding sections 214. 216 genetally comprise a conical inner 
surface 220 defued by a wall 222. Each section also may be pravided with a 
generally cylindrical axial recess 224 for receiving a clamp 13 (or 90) carried by an 
end of the metal fabric. 

The two molding sections should be readUy attached to one another with the 
larger, open ends 226 of the sections abutting one another. The mold sections can 
simply be clamped together, such as by providing a reusable jig (not shown) which can 
be used to properly position the sections 214. 216 with respect to one another If so 
desired, bolt holes 228 or the like may be provided ,o allow a nut and bolt or any 
simdar attachment system, to be passed through the holes and attach the sections 214 
216 together. 

In use. a suitably sized piece of a metal fabric, optimally a length of a tubular 
bra,d. ,s placed in ,he recess 212 of the molding element and the two molding sections 
214, 216 are urged toward one another. The fabric should have a relaxed axial length 
longer than the axial length of the recess 212 so that bringing the secuons toward one 
another wUl axiaily compress the fabric. This axial compression will tend to urge the 
wu-e suands of the braid radially outwardly away from the axis of the br^d and 
toward engagement with the molding surface of the element 210. which is defined bv 
the surface of the recess 212. 



15 



20 



25 



30 



17039161727 03/03 '99 16:31 NO. 645 03 

Wo 96/01 59 J 

i'CT/US95/086l3 

- 26 - 

« >nce the metaJ fabric is deformed to gene-allv ronf u 
or either .oldin, element 200 or 210 the fabTc : h T " " ^"^^^^ 

then be „ ^ZJ^VT""' ^ 

5 between the resilient • ^'''^'"^ sufficient room 

the recp« 9io tn molded fabnc can be retrieved from 

inc recess 212. I>epending on the shape of the molding c. ^ u 

■0 .a. . ^ r.., ;r r r r : r 

foo.baU.w,u,ctop..weMso,tt«ia-.p„videda.=i..cre„d„f,h.,hap. ' 

Ttas .hap, can u«„ be cu, too ,wo halves by cuntag ,he wi,es a direction 
i-r ny p,^,„dicuU, ,0 .he shared axis of ,h. cones ,or ,he .ajo. ax,s of .helTo-d 
, ^Pe a, a ,ooa,io„ ahou, .idway a,o„, .s ,e„.h. T.S wi,, p.Le ,„o ^7 

ltd r ^■"""'^'^ " - 

brands .o he joined adjaccn. .he fo^ard end of .he device (such as b> .he 
weld„e„,s Shown as 186 in Figu.s 9A and 9B). ,his can be do™= befo„ d,e conical o. 
ovcd Shape is seve^in,o„o halves. Much , he san,e „e, shape could he 

fon„e.'7" '"'™"" -<«"S element 20O is 

~on T"""'°"=""^"'- ^-^P'-^-ldin, eleven, ™a, 
ht ; " " has been 

et: r: r:™" ^^^^ -o-r, 

e^^cn, ^ be b„.e„ i„.o sn-aBe. pieces which can be readU, .n,oved fro. „i.h^ 

meul ahnc can be s.™ck agains, a hard surface, causin, .he „ass ,o shane. r.. 
.Uss shards can ,he„ be removed f,.. .he enclosure of ,he nre.a, fabric T.. resu..an, 
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shape can be used in its generaUy conicaJ shape or it can be . . • 
be chc„„cau, d.ssolv^, o, o,henvi.= b„k.„ .town by a cbenic, 

-h,ch capable 0/ being di«o,ved wi.b a .uitabl. organic »lv=„. tJ„k 

e,e.e„, ca, be .,ec,e. . a ^, ^ .^.^Jl-,^ r. r^or 

n.o e en,e„. a^ ..e „eUI fabHc can be i™.er^ in u,e solven.. Once U, 
™o d,„g e>en,e„, is .ubsuntiaii, dissolved, U,e .eu, fabric can be ren-oved and e ,H 
"sed ,„ c„„e„, s^ape or c„, into sepa.,c baives. as o„Ui„ed above 

Care should be taken .o ensure .ha, ,be material selected u> ton. the „.oldi„. 
eleven, „ capable of withstanding t.« heat t,^..e„. without iosin, its shape 11°, 
'S u„„l the Shape of the fabric has been set. For example, the nolding 111 couir: 
om.ed Of a ntateria, having a .elting point above the ,en,pera„re Lssar^ .^rre 
shape Of me wire s«nds, bu, beW ,he n,e„in, point of ,he .eul fonn^the 
suands. T^e molding eiement and n«ta. fabric can then be hea, treated to se, the 
ape Of the .e.l fabric, whereupon ,he .eniperatute can be increased .0 sub In iail, 

T ""'"^ ■"^'^^^ — 

Within the ineial fabric. 

It should be understood tot the methods outlined immediately above for 

""^ '° "-"^'-^ - connection 

- ,7re!:2T""" — essar^ordesir,: 
mo d „g element .s carted about the exterior of the metal fabric (such as are 
elements 30-40 of the molding element 20 of Figu,« 2-4). if the molding eleme^ or 
some poriion thereof .s enclosed within .he fonned meta, fabric Csuch as he ~ 
™.d.ng secon of .he molding elemen. 20), the. methods can be used .0 effecti^^y 

30 Z:;='"°"^-'^-"'--'«--'-.Hen,edicai device bemg ' 

Figure IOC Ulusmtes ye. ano.her molding element 230 which can be used „ 
fonnmg a medical device such as that Ulust„.ed in Figures 9A and 9B, «s molding 
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element comprises an outer molding section iry A^r ■ 

and a. i„„er molding section 236 ha ' ' "^"^'^ '""^^ ^"'"^^^ 

Shane rh '""^""^ 238 substantiaUy ,he same 

shape as the tapered inner surface 234 of the outer mnM 

m^i^- . ^^"^ molding section. The inner 
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This molding element 230 cn be used wi,h . ™eul fabric which is in the f 

or . ... ..i. „ , , ^ ^ , ^ ^^2. 

or .he i^ „ provide. ,c connec. ,he ends of ,he wire sir^ds .djaeen, e„e end „f Z 

rjl '"";'"""' -^^"^ of compassion 

44 0, moldmg element 20 (Figures 2-4, can be provided for receiving .he clamp 

However. ,he presen, molding elemen, 230 can be used ^^Uy wi,h a na. 
woven p.ece of meul fabHc. snch as is illns«,ed in Fignr. ,n. ^ „si„. such a 
=bn. a s.i.b,y sized and shaped piece of fabric is cu.; in using .he molding elemen. 
230 ,0 produce a device 1 80 analogous .0 .ha. shown in Figures 9A and 9B for 
example, a generally disl-shap«i piece of U« meul fabric lO' can be used. " T1,c metal 
fabnc .s ,he„ placed bcween .he ^vo sections 232. 236 of .he molding elemen. and ,he 
ecuons are ,„o.ed «,geu.e, .0 defo™, the fabric therebe^een. After hea. treatment 
.he fabnc can be removed and wi« ,«aln subs.an.iaUy the same shape as i, had when' it 
was detomied between the two molding sections. 

AS can be seen by U« discussion of d,e various moMing elements 200. 210 and 
230 u, Ftgutes ,0A-10C. i. should be dear to a number of diffe,en. moldfng 
ei=men,s may achieve essemially the same desired shape. TT,ese molding elemenls 

<-npr«s,on of the fabric to cause it . genet^y confo™ .„ .he molding surface of 
he moldmg element, as with the elemen, 200 of Fi,„re lOA, The molding elemen, 
2 0 Of figure lOB substantially encloses the fabric w.thin a recess in the mold and 
«l«s on compression of the fabric (in .his case axial compression of a mbular braid) 
■0 detonn the fabric .0 .he desired conf.gutaUon. FinaUy, .he fabric may be 
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compr=«ed tetween .wo coactag pans of ,he moldme dement .o H , . 

5 Reures „ and ,2 ,Uus...e aj.en,a.ive embodiment of ,e< an„„e. medica, 

d^.ee „ aec„,da„e ...H i„„e„,io„. R,„„ „ a.d „ , 

va.cu,a, ,„p 3„..„e for .se 1„ ,empo^„ r,„,„, ^^^^ 

. rough a pa.ie„,.s vascular system. Such a device win mos. fre,„e„,„ ^ 
us^ .o ru,er emboU from a pa.ien,. blood wHen another medica, procedure i/heing 

perfonned, such as „si„g , he .„p in conjunaion With a roaring cning hUrde 
durmg an atherectomy or witha b^oon catheter during angioplasty. „ is to be 
un erstood. tbough, that the trap couid also be used U, other similar applicaUons. such 
»s m channel, m patients' bodies other than their vascuUr systems 

in the embodiment of Figures 1 1 A and IIB, the vascular trap 250 comprises a 
generatty umbreUa-shaped baslcc. 270 oar^«, adjacent a distal end of a guide.ire 260 
The gu,dewire in this embodiment includes a upeted disul secUon 262 with , spirally 
wound coil 264 extending along a distal length of d,e wire. Guidewires having such a 
dtsul end are conventional in the an. n„ basket 270 is positioned generally distatly 
of the cod 264, and is desirably atuched to the guidewire proximally of the proxrma, 
end of the upered section, as shown. 

The basket 270 (shown in its coDapsed configuration in Figure 1 1 A) mcludes a 
dtstal band 272 and a pn.ximal band 274. m distal band ma, be made of a 
-dtopaque material, such as gold, plaUnum or tungsten, and is afTtxed direcUy .„ ,be 
sh^ of the guidewire 260. This attachmen, may be made by any suitable means such 
a= by welding, brazing or soldermg. .Alternatively, the disul band 272 m'ay comprise 
a bead of a biocompatible cementitious material, such as a cun,ble organic restn If it 

destred ,„ increase the v.sibUit, of the band for fluoroscopic observation a 
.»d,opa<,ue metal or the like can be imbedded in ,h= cementitious material ' Tt,. 
proximal band 274 may he fortned of a hypotube sized to pemti, the mbe ,„ sUde along 
.he guidewire during deployment. Ms hypotube may be made of a metalUc mat«.al. 
a thm-walled tube of a NiTi aUoy should sufftce. If so desired, the proximal band ' 
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2 ^ ro™«, Of a ™„„ ^.aiopa^ue .=.a^, or a NiTi alio, .an. ,an .,ve a 
radiopaque coalmg appu,:^ ,„ i„ ,„rf3^^ ' 

fo™- ""'^ ''"^ "nmveUtag during ,he 

fon„n,g pn.es.. ^ n-chod of fonnin, ,he ba.ta 2,0 i. ascribed L„ .„ 
connecuon with Figure 16.) 

When U,e device is in i,s ccliapsed su.e for deploymen, in a paUenfs ve,«, ,as 

Su.dew„e260. ^e dis^ 272 and p,oxin,ai 27. ta„.. are spaced awa, f 
ancl^r aiong U,e ,eng,h of ,he guidewire. wi.h ,he fabric of *e device extending 
.herebetween. ,„ a p,efe.ed en,^i„e„., .hen ,he basKe, is in its coIUpsed su« i. 
w.« engage ,he o„,„ surface of ,he g„idewi„ ,„ pe™i. ,he device u, be deployed 
through a ,ela,ive,y small l„™en of a ca,hettr o, a«,UKr .nedical device 

on an ^"^^ ^ " '^'""^ " ' 

on „ expanded co„ng„™ion whetein U extends outwanll, of ,he cute, surface of the 
g..dew,„, AS best seen in Figure „B. the shape of the basket 270 when deployed 
-y .=ne,a„y resentble a conventional umbrella orpa^chute. having a do.„e.,i.e 
— c.„,ng tadially outwardly fron, the guidewire moving proximally fron, the 
dtsta, band 272. It is to be understood U., other suitable shapes could easily perfonn 

c an cs mc hnearly than the smooth, rounded version shown in Figure „B ,t is 
a^o beheved that a relatively flat, disc shaf« would also suffice. In this exp'andcd 
. flSu™K,„, the two ban^s 272. 274 ar. closer together, with the distal band 272 
opumally be,„g spaced only a shon distance from the proxtmal band 274 as 
Ulusiraied. 

In moving from its coUapsed state (Figure 1 lA) to its expanded sute (Figure 
"B) the metal fabric turns in on itse,,, with a ptoximal ponion 282 of the collapsed 
bas e, .emg received with.n the interior of a distal ponion 284 of the collapsed basket 
Thts produces a two-layered stn,cture having a proximal Hp 286 spaced radiaUy ' 
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My paniculate maner in the blood s , »™h„i- , . • «"> dmscton, 

..k embob released into the bloodstream 

aeherectomy „r angioplasty procedures will tend .o h, , . ■ ''^ ''"""S 

5 basket. the cavity 288 of .he 

TT. precis du^ehsions of the .etal fabric can be varied as destred for .aHous 

I s of l ft '■'■'^ ™ — ' 

tra^ds, of the fabnc are desirably ot, the order of abottt ..0 .n,. ™, 

,o he the ntirti..,,™ si. of a,, parades w«ch are Mel, to ca„se Ly 
..de effects if they are allowed to float freely within a bl«=d vessel. One would not 
want to „ake the pores too sntall. thonjh. becanse the blood (or other nnid) should be 
free to pass through the waU of .he basket 270. If so desired, the basket n,ay be 
coa^ With a suitable an.i-thronrbogenic coating to prevent the basket front occluding a 
15 blood vessel in which it is deployed. 

When a fabric having 1.0 mm pores is used to form the basket 270 of this 
embodiuien, of the invenUon. the fonni^g process will reorient the wi.e. „,ative to 
one another and in some areas (e.g. adjacent the proximal lip 286) the poies wiu be 
arger than I.Omm. However, because .he ba^kefs walls are fanned of essentially 
two thicknesses 282. 284 of .he fabric. .1. effecive pore size of the device may J 
significantly reduced even a. diese locaUons. 

™= 250 tnay also be provided wi.h tethers 290 for coliapsing the basket 

2™ dunng reuacUon. The baske. may include four independent tether wires, each of 
which ex-ends proximally from the proximal lip 286 of the deployed baslcet In a 
prefen«. embodiment, though, the four tether wires iUustrated in the d.wings are 
actually formed of ,wo longer wires, with each wire ex.e«,i„g periphery, ^bou. a 
pomon of the proximal Up of the basket. These tether wires may be i„,er,wined with 

are retracted or dtawn down toward the guidewire, the wires extending along the 
proximo Up of the basket wUI tend ,0 ac. as dtawstrings, dmwing the proximal end of 
the basket ladiaily inwardly toward the guidewire. This wiL tend to close basket 
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and entrap any material caught i. the cavity 288 of the basket during use so tha. the 
basket can be retracted, as detaUed below. 

The tether wires 290 may extend along much of the length of the guidewire so 
that they wiU extend outside the patient's body during use of the device 250 When it 
5 IS desued to collapse the basket for retrieval, the opemor can simply hold the 
guidewire 260 steady and retract the tethers with respect to the guidewire. This 
tend ,0 be relatively cumbersome, though, and may be too difficult to effectively 
accomplish without breaking the tethers if the device is deployed at a selective site 
reached by a tonuous path, such as in the brain. 

Accordmgiy. in the preferred embodiment shown in Figures II A and 11 B. the 
tethers 290 are attached to the guidewire 260 at a position spaced proximally of the 
basket. The tethers may, for example, be attached to a metal strap 292 or the like and 
this strap 292 may be affixed to the shaft of the guidewire. When it is desired to close 
the proximal end of the basket for retraction, an external catheter (not shown) can be 
urged distally toward the basket 270. When the catheter encounters the radiaUy 
extending tethers, the distal end of the catheter will tend to draw the tethers toward the 
guidewire as the catheter is advanced, which wfll, in turn, tend to draw the proximal 
end of the basket closed. 

Figures 12A and 12B iUustrate an alternative embodiment of the device shown 
in Figures 11 A and I IB, with Figure 12A showing the device collapsed in a catheter C 
for deployment and Figure I2B showing the device in its deployed configuration. In 
the embodiment shown in Figures 12A and 12B. the basket 270 is formed substantially 
the same as outlined above in connection with Figures llA and 1 IB. In the 
embodiment of Figures 12, though, the distal band 272 is affixed to the guidewire 260' 
25 at the distal tip of the guidewire. The guidewire 260' is of the type referr^ to in the 
an as a "movable core" guidewire. In such guidewires, a core wire 265 is received 
within the lumen of a helically wound wire coil 266 and the core wire 265 extends 
distally beyond the distal end of the coU 266. A thin, elongate safety wire 268 may 
extend along the entire lumen of the coil 266 and the distal end of the safety wire may 
be attached to the distal end of the coil to prevent loss of a segment of the coil if the 
coil should break. 



30 



^"^''^■^ 17039161727 03/03 '99 16:36 N0.645 10 

WO 96/01591 

PCTA/S95y086J3 

- 33 - 

In the embodimeni of Fipure^ n m« ^ 

An externa. ca,he,er such as tha. ref=m=d ,0 i„ ,he discussion of Fig„,es 1 , a 
bu, no, shown in ihose dniwings, is iUust^ed i„ Figures 12A and 12B. Once U,e ' 
baske, 270 .s deployed in a pata's vessel ,0 subsuntially reach .he expanded 
co„„gun...o„ shown i„ ^ ^^^^^ . ^ 

funcuon, tt,e c.,.n^ „>he.<=r C ca» be urged disuUy toward .he baste 270 As ,his 
cathce. is urged forward, the tahers „il, ,e„d .0 be dn,w„ i„,o ,he disui end of ,he 
ca<he,er, which is subs«n,iaUy „,„ower ihan rhe proxin,al lip 286 of .he basi=o, ™, 
WB .end .0 dr,w 0,e ,«hers down »„ard .he guidewir. and help Cose U,e basket as 

expiajned above. ' 

20 Figures 13-15 Ulusmte yet ano.ber al.en,ative embodiment of a vascular tr^p i„ 

accordance wi,h the presen, i„venu„„. ,^„,„ 3^ ^^^^ ^ 

^etved over a guidewire 3.0. I„ r«>st aspects, the basket 320 is directly analogous 
.0 the baslcet 270 illustrated in Figures ,M2. TTte basket 320 includes a proximal 

25 ■ K r ' '"^ " °^ ^'^^ >'A and .2B. the 

drstal band „.ay be atuched to the guidewire adjacent its dis.al end. „ so d'esired 

.hough, a s.n.cture such as is shown in Figures 11, wherein .he guidewir. extends' 
diaally beyond the basket, could instead be used. 

AS best seen in i.s collapsed su.e (shown in Figure I2A), the baske. includes a 
dtstal segment 325 and a proxinral segmen. 326, with the disul end of the disul 
segment being attached to the distal band 324 and the proximal end of the proximal 
segment being attached to the proxinral band 322. When the basket 320 is in it 
expanded configuration (shown in Figure 12B,, U,e proximal segment 326 is r«eiv«, 
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within the distal segment 325. defming a proximal lip 328 at the proxima) edge of the 
device. The wall of the basket thus formed also inciudes a cavity 329 for trapping 
solids entrained in a fluid, such as embob in a patient's blood stream. 

The basket 320 of Figures 13-15 is also shaped a little bit differently than the 
5 basket 270 of the previous drawings. The primary difference between these two 

baskets is that the basket 320 is a little bit shorter along its axis that is the hasket 270. 
This different basket shape is sijnply intended to iJJustnjte that the basket of a vascular 
trap in accordance with the invention can have any of a wide variety of shapes and no 
particular significance should be attached to the slightly different shapes shown in the 
10 various drawings. 

In the vascular traps 250 and 250' of Figures 11 and 12. respectively, tethers 
were used to draw down the proximal end of the basket 270 to close the basket for 
retraction. In the embodiment shown in Figures 13-15, though, the trap 300 includes a 
basket cover 340 positioned proximally of the basket 320. The basket cover may also 

1 5 be formed of a metallic tubular braid and is also adapted to be collapsed to lay 

generally along the outer surface of the guidewire 310. The cover 340 is not directly 
affixed to the guidewire at any point, though, but is instead intended to be slidable 
along the guidewire. As best seen in Figures 13 and 14 wherein the cover is in its 
collapsed stale, the cover 340 includes a distal hypotube 342 and a proximal control 

20 hypotube 344, with the distal hypotube being anached to the distal end of the cover 
340 and the proximal control hypotube 344 being attached to the proximal end of the 
cover. 

The cover 340 is shown in its deployed, expanded configuration in Figure 15. 
As shown in that figure, the cover has a similar structure to that of the basket 320, but 

25 is oriented to be open distally rather that proximally. as is the basket. As'^besi seen in 
Figures 13 and 14 wherein the cover is in its collapsed state, the cover has a distal 
segment 352 and a proximal segment 354. When the cover is deployed by urging it 
distally out of the distal end of the deployment catheter C, the cover 340 will tend to 
resiliently return ro its expanded configuration and the distal hypotube 342 will slide 

30 axially proximally along the guidewire toward the proximal control hypotube 344. 

This will inven the collapsed cover so that the distal section 352 is generally received 
within the proximal section 354, defming a distal lip 358 of the cover. 
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-^^^ —-n^-'hypotube 344 n.ay extend ^o„, a subst^^^^^ 
he ,en^, of .he cath.e. 310 so tH. U extends oul of pa.en.3 bod, .L le 
dev,ce 300 is in place. By gasping the control hypotuhe and .ovi„g 
gu.dew.e 3,0. an ope.tor can control the position of the cover 340 with reject to 
5 the basket 320. wluch is afftxed to the ^idewires. As explained in .ore detaU beW 
connection with the use of the device 300. once the basket has been deployed and 
has been used to filter objects entrained in the fluid (e.g. emboli in blood), the cover 
340 may be deployed and the trap may be drawn proximally toward the cover by 
moving the guidewire proximally with respect to the control hypotube 344. 

The inner diameter of the distal lip 358 of the cover is desiiably slightly larger 
than the outer diameter of the proximal lip 328 of the basket. Hence, when the basket 
IS drawn proximally toward the cover it will be substantially enclosed therein The 
cover will therefore tend to trap any emboli (not shown) or other particulate matter 
retained within the cavity 330 of the basket. A retrieval sheath S may then be urged 
d,staUy to engage the outer surface of the cover 340. TOs will tend to cause the cover 
to collapse about the basket, tightly engaging the outer surface of the basket. This 
somewhat coUapsed stmcture can then be withdrawn from the patient's channel and 
removed from the patient's body. By enclosing the basket within the cover, the 
likelihood of any filtered debris within the basket being lost as the basket is retrieved 
20 will be substantially eliminated. 

The guidewire and the metal fabric can be of any diameter suitable for the 
intended application of the vascular trap 250. 250' or 300. In a preferred embodiment 
the guidewire is between about 0.014" and about 0.038» in diameter and the wires of ' 
the metal fabric used to form the basket (and the cover 340. if a cover is included) are 
between about 0.002" and about 0.006". The thickness of the metal bands (272. 274 
or 322, 324) also is desirably in the range of about 0.002 "-0.006". 

In one panicularly preferred embodiment intended to be used in narrower 
vessels such as those encoumered in cerebral and corona^^ applications, the guidewire 
has an outer diameter of about 0.014" and the wires of the metal fabric are about 
0.002" in diameter. The metal bands in this embodiment may also have a thickness of 
about 0.002" so that they wiU not be substantially wider than the coUapsed basket. 
When the device is collapsed for deployment through a catheter, it will have an outer 
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diameter of abou. 0.018". permitting the device to be iKsed with catheters and other 
instniments adapted for use with a 0.018" guidewire. 

Figure 16 iUustrates one embodiment of a molding element 370 which may be 
used in making a basket 270. Although the basket 320 and cover 340 of the trap 300 
5 are shaped somewhat differently, an analogous molding element can be used for these 
portions of the trap 300 as well by simply modifying some of the dimensions of the 
moldiiig element 370, but retaining the basic shape and structure of the molding 
element. It also should be understood that the molding element 370 is merely one 
possible molding element for forming a shape such as that of the basket 270 and thai 
any one of a variety of different molding elements will be apparent to those skilled in 
the art, as noted above in connection with Figures lOA-C. 

The molding element 370 has an outer molding section 372 defming a curved 
ijmer surface 374 and an inner molding section 376 having an outer surface 378 
substantially the same shape as the curved inner surface 374 of the outer molding 
15 section. The inner moJding section 376 should be sized to be received within the outer 
molding section, with a piece of the metal fabric (not shown) being disposed between 
the inner and out^r molding sections. In a preferred embodiment, the inner surface 
374 of the outer molding element and the outer surface 378 of the inner molding 
section each include a recess (375 and 379. respectively) for receiving an end of the 
braid. The molding surface of this molding element 370. to which the fabric will 
generally confonn, can be considered to include both the inner surface 374 of the outer 
molding section and the outer surface 378 of the inner molding section. 

In use, the two molding sections 372, 376 are spaced apan from one another 
and a length of a tubular braid of metal fabric (not shown in Figure 16) is dispo.sed 
25 between these molding sections. Optimally, one end of the fabric is placed in the 

recess 375 of the outer molding section and the other end of the fabric is placed in the 
recess 379 in the inner molding section. The inner and outer molding sections can 
then be urged generally toward one another. As the ends of the wire approach one 
another , the tubular braid will tend to invert upon itself and a surface of the tubular 
30 braid wUI generally conform to either the inner surface 374 of the outer molding 
section or the outer surface 378 of the inner molding section, arriving at a shape 
analogous to that of the basket 270 of the traps 250, 250'. The two molding sections 
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«rn one ot the embodiments outlined above is selected P« 
a patent ductus aneriosus is to be treated the PDA nc . ^ 
6C can be seiected Once the , ' '^''^ ^^igures 6A- 

ejecied. Once the appropnate medicaJ device is selected , 

above rrpi?" '""""'^ "■""'^ o-^- 

'S den L l^^'^"';'-""'^- ^ ™= ~<. co„n.„..o„ . ,e„e^, 

aejined by the shape of the medicaJ fabric when it i. H.f^^ ^ « ^ 

When t.^ fabnc coMonns .„ *e ™<,k,tag surface. When ,he „,e,a, fabric is ..en 
^0 preset expanded configuraUon. 

^The medical device can be coUapsed in,o « coUapsed conr„„„,io„ and 
"^.ened n„o *e ,„.en „r.he caU,e,er. The c.Hapsed confi.„™ion „r .he I ce .av 

.Ts, .chTa, ' ^""^^--^ ^-ices 

stretching the device generally along its axis e p h« n 

of the dev,ce 60 inwardly toward the device's axis The PDA nrr^ ■ / 
30 Fieiirp', o}.^ ^ occlusion device 80 of 

F.gures 6 al.o operaes ,„ ™„ch .he san,e fashion and can be collapsed in.o i,s 

collapsed co„ng„.Uon fo. inse^ion i«o ,he ca.he,e. b, applying .^,„ , J^^ 
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aion, ... „is of .hc devic. .„ ,His ..ard.Le devices 60 and 80 „^ 

0„ce .Iic medical device is collapsed and i„scaed i„,o ,he cathcer i,' . 
alo„. ,He ,„™e„ of,. ca.e.e. .owa. d„,a. e„d of .c ' 
5 be accompbshed by using a guidewire or ,l,e lilce ,„ ,h ■ ■ ' 

.s POsLioned 3d,ace„, .„e desired .«.„e„. sice, i. „i„ ,e„d ,o res Ll^r:" 

-u- .o a pan,cn,ar co„r.,n„,io„ af,e, bei„. elasUcaU, defo^ed io , ^, . J„, 
H^ce syy urging ,He medical device „„. of .he disu, end of ,he caitaer ,e„d .o 
properly deploy .he device a. tl,e .r=a.men. site. 

^•^-S^'^=^-icewm,end,oresiUen,ly,e„.™,„i„i^,^,,p^,^ 
.bo, .d be unders.cod U,a. i. ™ay „« ..ways ™,n. e„Ur.,y .o U.. shape 

Tet:; d T °' ' ' '"-^ ' "-^-^ — ^ 

.« a. leas, as la„e as pr^e^Hy larger U,a„, ,Ke ir„er 
»n, .er of ,he ,u™e„ in w^c, i, is ,„ ^ deployed. ,f snc. a device is deploys, in a 
v^sel havng a s^all lu.c„, .he l^en will preven. .„e device fro. con,ple,e'y 
^™,„g » i,s expanded co„fig„,a.o„, No„e.beless, .he dev.ce would be properly 
deployed because i. would engage .»e innc, waU of ,he l„„,e„ ,„ sea. .he device 
thereui. as detailed above. 

■ If .he device is to be used .o pen^anemly occlude a cha™«l in ,he paUem's 
^y. such as ,he devices 60 and 80 descHhed above .a, .c, one ca. staply 

it:" t '■' "-"^ - ------e 

.0 a delivery sys.e,n „ such a ™a..er as .o secure .he device .o ,he end ofl 

anached .o a disu, end of ,he deUvery n,ea„s. as explained above. Befo. removing 
he ca ,e.er in such a sys.em, i. ™ay be necessary ,o deuch .he niedical device fr„„ 
■be dehvery means before removing ,he ca.he.er and .he delivery mear,s. 
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Since the trap is positioned downstream of the stenosis, any debris released 
during the procedure will tend to drift distally toward the basket and be caught therein. 
In order to prevent any eroboU from simply floating past the trap, it is preferred that 
the proximal lip (288 or 328) of the basket be at least as large as the lumen of the 
5 vessel. In a preferred embodiment, the natural dimension of the proximal lip (i.e. 

where the basket has fully returned to its expanded configuration) is somewhat greater 
than the vessel's inner diameter so that the basket will firmly engage the wall of the 
vessel. 

The method of retracting the basket will depend on which embodiment of the 

10 vascular trap is used, namely whether or not the device includes a cover 340. The 
device 250 or 250' of Figures 1 1 or 12, respectively, do not include such a cover. 
However, they do include tethers 290 which extend proximally from the proximal lip 
288 of the basket to an attachment to the guidewire. In either of these embodiments, a 
retrieval catheter can be introduced over the guidewire and urged distally toward the 

15 basket. As explained above in connection with Figures 11 and 12, this will tend to 
draw the tethers down toward the guidewire, effectively closing the proximal end of 
the basket 270. Once the basket is sufficiently closed, such as when the proximal lip 
of the basket engages the distal tip of the retrieval catheter, the catheter and the 
vascular trap can be retracted together from the patient's body. By substantially 

20 closing the proximal end of the basket in such a fashion, any emboli which are 

captured in the basket when it is deployed can be retained within the basket until it is 
removed from the patient's body. 

If so desired, a balloon catheter or like device can instead be used, with the 
balloon catheter being used to draw down the tethers 290 and collapse the basket. The 

25 vascular trap can then be withdrawn with the balloon catheter rather than having to 
separately introduce a removal catheter to remove the trap. 

In withdrawing the embodiment illustraied in Figures 13-15, the cover 340 is 
positioned over the proximal lip of the basket before the vascular trap 300 is retracted. 
Once the medical procedure is completed and any debris has been captured in the 

30 basket, the cover 340 is allowed to resilientiy substantially return to its expanded 
configuration. Once it is deployed proximally of the basket, the basket 320 can be 
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drawn proxijnaUy toward the cover 340 until it engages or is received within the 
cover, as noted above in connection with Figure 15. 

In actuality, the cover 340 may be unable to return to its full expanded 
configuration due to the confines of the vessel in which it is deployed. As explained 
5 previously, the cover 340 is desirably larger than the basket 320 so that the basket can 
be received within the cover. However, the basket is optimally sized to engage the 
walls of the vessel to prevent the unwanted passage of emboli or other debris around 
the edges of the basket. Accordingly, the distal lip 358 of the cover will engage the 
wall of the channel before it expands to its full size. The walls of most bodily 
10 channels, such as blood vessels, tend to be somewhat elastic, though. The cover 340 
will therefore tend to urge harder against the wall of the vessel than the smaller basket 
and may stretch the vessel a little bit more than will the basket. In this fashion, the 
cover may still be able to expand to a dimension large enough to permit the basket to 
be received in the cavity 356 of the cover. If not, the distal lip 358 of the cover can 
15 simply be brought into close engagement with the proximal lip 328 of the basket to 
generally seal the basket. 

Once the cover 340 is brought into engagement with the basket 320, whether by 
receiving the basket within the cover or, less preferably, by engaging the lips 358, 328 
of the cover and the basket, the device can be withdrawn proximally from the patient's 
20 vascular system. The cover wiD tend to prevent any emboli caught in the basket 
during deployment from being inadvertently lost during withdrawal. 

The vascular traps 250, 250' and 300 of the present invention therefore have 
distinct advantages over other vascular traps or filters currently known in the art. As 
explained above, most prior art traps are difficult and expensive to form and cannot l?e 
25 readily collapsed for retrieval. The present invention, though, provides a method for 
making the vascular traps 250, 250' and 300 which is both relatively inexpensive and 
less labor intensive, generally resulting in a more consistent product than prior art 
hand-fonning methods. Furthermore, the strucmre of the device and the methods 
outlined above for removing the device will fairly reliably prevent the inadvertent 
30 dumping of trapped emboli back into the bloodstream while the device is being 

removed. Since most prior ait traps and filters are much more difficult to use and are 
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more likely to dump filtered debris back into the bloodstream, the present invention 
can be substantially safer than these prior art systems. 

While a preferred embodiment of the present invention has been described, it 
should be understood that various changes, adaptations and modifications may be made 
therein without departing from the spirit of the invention and the scope of the appended 
claims. 
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WHAT IS CLAIMED IS: 

1 A trap for trapping particulate material entrained in a fluid withm 

of a patient's body, comprising a guidewire ha^ong a disul end and a basket carried by 
the guide^vire adjacent said distal end; the basket being adapted to strain the particulate 
5 material from fluid passing therethrough and comprising a metal fabric having first and 
second ends, at least one end of the fabric b«ng adapted to slide along the guidewe; 
the metal fabric having a collapsed configuration wherein the first and second ends are 
spaced from one another a first distance along the guidewire and the metal fabric has a 
first diameter, and an expanded configuration wherein the first and second ends arc 
spaced a second, shorter distance along the guidewire and the metal febric has a 
second diameter, the first diameter being less than the second diameter. 

2. A trap for trapping particulate material entrained in a fluid within a channel 
of a patient's body, comprising a guidewire having a distal segment and a metal fabric, 
the metal fabric having a first end carried by the distal segment and a second end 
15 sUdable along the guidewire, the metal febric being disposed adjacent the outer surface 
of the guidewire when the second end is spaced proximally of the first end and 
extending generally outwardly of the guidewire when the second end is sUd nearer the 
first end to define a particle-trapping screen. 

3. The tr^ of claim 2 wherdn the first end is affixed to the guidewire. 
20 4. The trap of claim 2 wherein the metal fabric is resiUent and the second end 

will resilienUy slide toward the first end to define the particle trapping screen when the 

fabric is not constrained. 

5. The tr^ of claim? wherein a first length of the metal fabric extending 

proximally from the first end defines a distal suifece of the screen and a second length 
25 of the metal fabric extending distally from the second end of the fabric defines a 
proximal surface of the screen. 

6. The trap of claim 5 wherein the screen is generally dome-shaped and the 
second length of the fabric is received within the first length of the fabric. 

7. The trap of claim 5 wherein a central portion of the metal fabric defines a 

30 proximally-facing lip of the screen. 

8. The trap of claim 2 further comprising a tether extending from said screen 
to the guidewire, the tether being attached at one end to the guidewire. 
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9. The trap of claim 8 wherein the screen has a periphery, the tether 
comprising a wire attached at each end to the guidewire and extending about the 
periphery of the screen such that when the tether is drawn inwardly toward the 
guidewire it will act as a drawstring to collapse the periphery of the screen toward the 

5 guidewire. 

10. The trap of claim 2 further comprising a cover formed of a metal fabric, 
the cover being slidable along the guidewire from a first position spaced proximally of 
the screen toward a second position adjacent the screen. 

11. The tr^ of claim 10 wherein the cover has two ends, the cover being 
10 disposed adjacent the outer surface of the guidewire when one end is spaced 

proximally of the other end and extending generally outwardly of the guidewire to a 
diameter at least as great as an outer diameter of the screen when one end of the cover 
is slid nearer the other end« 

12. The trap of claim 10 wherein the screen is generally dome-shaped and 
15 includes a proximaUy-facing lip, the cover in an expanded configuration defining a 

recess sized to receive the lip of the screen. 

13. The trap of claim 12 wherein the screen has an outer diameter and the 
cover has an inner diameter greater than the outer diameter of the screen. 

14. A method of trapping particulate material entrained in a fluid within a 
20 channel of a patient's l>ody, comprising: 

a) providing a metal fabric having a collapsed configuration wherein it has a 
first diameter and an expanded configuration wherein it has a second, greater diameter 
and defines a proximally-facing particle-receiving cavity; 

b) collapsing the metal fabric into its collapsed configuration and urging the 
25 metal fabric along said channel to a deployment site; 

c) permitting the metal fabric to resiliently substantially return to its expanded 
configuration; 

d) allowing the fluid to flow through the metal fabric to trap a portion of the 
particulate material in the cavity; 

30 e) at least partially closing the metal fabric to retain the trapped particulate 

material is retained within a closed cavity; and 



PCTAJS95/08613 

WO 96/01591 

- 46 • 

f) retracting the metal fabric along the channel with the particulate material 
retained within the collapsed cavity. 

15. The method of claim 14 wherein the metal fiabric in its collapsed 
configuration is urged along a catheter positioned within a lumen of the channel. 

16. The method of claim 15 wherein the fabric is allowed to substantially 
return to its expanded configuration by urging the fabric beyond the distal end of the 
catheter. 

17. The method of claim 14 wherein the metal fabric is closed by urging a 
cover into engagement with a distal portion of the metal fabric to retain the particulate 
material within the cavity. 

18. The method of claim 17 wherein the cover has an expanded configuration, 
further comprising the st^s of collapsing the cover, urging the cover along the channel 
to a position spaced proximally of the metal fabric, and allowing the cover to 
resilicntly substantially return to its expanded configuration prior to urging the cover 
into engagement with the metal fabric. 

19. The method of claim 14 wherein the metal fabric is carried by a guidewire 
and at least one tether extends from a proximally-facing lip of the fabric proximally to 
the guidewire, wherein the metal fabric is closed by urging the tether down toward the 
guidewire to draw the lip of the metal fabric toward the guidewire. 

20. The method of claim 19 wherein the tether is urged toward the guidewire 
by urging a sheath distally along the guidewire toward the metal fabric, the sheath 
having an lumen smaller than the lip of the metal fabric. 
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